Registration of randomized controlled trials is essential to reduce the risk of biased data being used when judging the effectiveness of an intervention. This journal will in future require that all randomized trials submitted are registered on a recognized register. This editorial explains why.
Bias is part of the human condition. We notice and see what we expect or what we want, and we fail to attend to anything that is outside our expectations or wishes. Science attempts to reduce bias in many ways. In healthcare the randomized, controlled clinical trial with observers who are unaware of a patient's treatment is the primary method of reducing bias. The evidence that this reduces bias is overwhelming.
However bias is still a major problem, because both authors and journal editors prefer studies that are positive. Positive trials are preferred because they feed into our beliefs that treatments are beneficial, and they are more likely to be read and quoted. This leads to publication bias, an over-representation of positive studies. Systematic reviews are particularly prone to the effects of publication bias. If only positive trials are published, and negative trials are not, then the review will conclude that a treatment is effective. The major weakness in any systematic review is the risk of not including all studies that have been undertaken.
The solution is to have a register of all studies undertaken. This depends upon every randomized trial being registered before it starts collecting data. As with randomized trials, where every patient registered has to be accounted for, so with systematic reviews every trial that starts to collect data has to be accounted for.
Retrospective registration risks bias; people will register positive studies but not negative studies.
Rehabilitation is at particular risk of publication bias. There are very many small studies, and there is a significant risk that a small study will achieve a statistically positive result through chance alone. Systematic reviews are important in rehabilitation, to overcome the problems of small trials, but are thus particularly exposed to the risk of publication bias.
Registration of trials is now increasing required by organisations that fund or use healthcare research data. Journals, as the main route for disseminating information, also increasingly require trials to be registered. Rehabilitation journals are now beginning to act on this. For example the International Society of Physiotherapy Journal Editors now require that all trials submitted for publication were registered. 1 A group of rehabilitation journals (see below), all supporting the prospective registration of all rehabilitation trials that are evaluating an intervention, Clinical Rehabilitation 30 (3) have published or will publish an editorial similar to this one.
The definition used for trials that must be registered is "any research study that prospectively assigns human participants or groups of humans to one or more health-related interventions to evaluate the effects on health outcomes" 2 We strongly recommend that any researcher undertaking any randomized or clinically controlled trial in the field of rehabilitation should register their trial immediately, if it is not already registered, and that in future all trials are registered before starting. Already we are requesting information about registration and publishing it when available.
From the date of publication of this editorial we will require all trials submitted to have a registration number with a recognized register; this must be given in the paper. We recognize (but do not condone) that many trials are not yet registered, and for papers submitted in 2016 we will accept retrospectively registered trials. We will ask for any unregistered trial to be registered before proceeding with the article.
From January 1 st 2017 we will only accept submissions of trials that have been prospectively registered. Registration is relatively easy, and many registers exist. [2] [3] [4] [5] We also very strongly recommend that researchers seek out guidance on designing, running and reporting randomized trials; much help is easily and freely available. 6, 7 The EQUATOR website 7 is particularly commended.
Rehabilitation research has advanced greatly over the last 30 years. When I started in 1980, I was told that "Randomised trials in rehabilitation are impossible, because every patient is different" (a statement that obviously applies equally to all other trials); now there are hundreds or thousands of trials in rehabilitation published every year.
Registration is the next step in improving the evidence base needed to improve the practice and delivery of rehabilitation to all disabled people. In summary:
• • Register your trial with a recognized register: | | immediately if not already registered | | before starting any future studies. • • Give the details of registration in any paper reporting data from the trial.
Derick Wade, Editor, Clinical Rehabilitation.
